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Introduction to BTRIS

 Welcome to this introduction to BTRIS
(pronounced BEE-triss)

« BTRIS Is a an application that provides access
to clinical research data collected at the NIH

e |t has a data repository and a user interface
that allows NIH researchers to access data
from their own active protocols and data (in de-
identified form) across all protocols




BTRIS — A Research Tool

. . BTRIS allows access to data from
NICHD Other )
- EI - B multiple sources.

]

EL

Limited

BTRIS allows users to
download data for a
variety of uses.

BTRIS




Using Data From BTRIS

e Data sets can be downloaded into other
programs for further analysis

— Microsoft Excel
— Microsoft Access

— Statistical analysis programs like SAS and
SPSS

e Data are available in identified format (with
nersonal identifiers) and limited data set (no
personal identifiers) formats




Who Uses BTRIS?

 There are different types of users:

— Researchers managing data for active
protocols

— Researchers posing guestions for
nypothesis development

— Data managers monitoring protocols for
guality assurance purposes

— Data extractors who download data for use
by Institute researchers




BTRIS Home Page

BIOMEDICAL TRANSLATIONAL
B Rls RESEARCH INFORMATION SYSTEM
& National Institutes of Health &
NIH BTRIS

The Biomedical Translational Research Information System (BTRIS)is a resource available to the NI intramural

»BTRIS Presentations community that brings together clinical research data from the Clinical Center and other NIH Institutes and
Centers. BTRIS provides clinical investigators with access toidentifiable data for the subjects on their own active A

. . protocols, while providing all NIH investigators with access to data without personal identifiers across all
» Publications Using BTRIS protocols. Data are available from 1576 to the present.

»» BTRIS Town Hall 2013

»> Publications About BTRIS .

- BTRIS Functions »>Introduction to BTRIS

»> Laboratory for .

Informatics Development Active Reports by protocol >> BIRIS Videos
Labs, 1i ions, d

Protocol Download files for analysis

» Staff Only Hypothesis Query date without personal identifiers
Generation 1976 to the present

Su bj ect Check protocol attribution
Add subj [ i on si d

Attri bution Set preferences for notifications

Clinical Trials
Reporting

FDAAA compliance made easy

Active Protocol Data is available in identified format to NIH intramural research team members associzted with a
protocol. View Intreduction fo BTRISfor additional details.

Hypothesis Generation allows NIH intramural researchers to access clinical research data without personal
identifiers from the NIH Clinical Center systems from 1376 to the present. For an overview of BTRIS Data Without
Personal Identifiers see https:/ w.youtube. com/watch?v=5yHiVSMewTk

Subject Attribution is managed through a custom application called Preferences. Users can confirm the
association of a subject with an active protocel, or setthreshelds for notifications and permissicns related to
secondary data use.

ClinicalTrials.govallows NiH intramural researchers to assemble and format data required for FDAAA reporting
compliance (use this link http://clinicaltrials. gov/ct2/manage-recs/fdaaa). Once the filing materials are complete in
BTRIS, the user may automatically upload the file to ClinicalTrials.gov




BTRIS Internet Page

IOMEDICAL TRAN SLATIONAL
RESEARCH INFORMATION SYSTEM
& National Institutes of Health &

NIHBTRIS
The Biomedical Translational Research Information System (BTRIS)is a rescurce available to the NIK intramural
»BTRIS Presentations community that brings together clinical research data from the Clinical Center and cther NIH Institutes and
Centers. BTRIS provides clinical investigators with access toidentifiable data for the subjects on their own active A

. . protocols, while providing all NIH investigators with access to data without personal identifiers across all
** Publications Using BTRIS protocols. Dataare available from 1576 to the present.

= BIRIS Town Hall 2013

== Publications About BTRIS .
BTRIS Functions >>Introduction to BTRIS

==> Laboratory for i
Informatics Development Active Reports by protocol =>BTRIS Videos
Labs, 1i ions, d

Protocols Download files for analysis

» Staff Only Hypothesis Query date without personal identifiers
Generatiorl 1976 to the present

su bj ect Check protocol attribution
= - Add subjects k 1on si 1
Attribution Set preferences for notifications

Clinical Trials
Reporting

FDAAA compliance made easy

Active Protocol Data is available in identified format to NIH intramural research team members associated with a
protocol. View Introduction to BTRIS for additional details.

Hypothesis Generation allows NIH intramural researchers to access clinical research data without personal
identifiers from the NIH Clinical Center systems from 1576 to the present. For an overview of BTRIS Data Without
Personal Identifiers see hitps://www.youtube.com/watch?v=ayHiVSMewTk

Subject Attribution is managedthrough a custom application called Preferences. Users can confirm the
association of a subject with an active protocol, or set thresholds for notifications and permissions related to
secondary data use.

ClinicalTrials.govallows NIH intramural researchers to assemble and format data required for FDAAA reporting

compliance (use this link hitp://clinicaltrials.gov/ct2/manage-recsffdaaa). Once thefiling materials are complete in
BTRIS, the user may automatically upload the file to ClinicalTrials.gov

Select the “Staff Only” link.
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U
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BTRIS Intranet Page

- l-} .
" BiomEDICAL I} ;J_,\JJJ_,erJJJ,xI
BZRIS RESEARCH! INFORMATION SYSTEM

£ National Institutes of Health &

BTRIS - Your Search Begins Here

Tools for Clinical Research

Applications

- ldentified Reports Active Protocol Data

+ Limited Data Set

Reports Hypothesis Generation

+ Subject Attribution

Subject Attribution

+ BTRIS

ClinicalTrials.gov

Clinical Trials Reporting

BTRIS Code of Conduct and Disclaimer

Lak for Infor

« BTRIS SIG System Status Dashboard (6/5/14) Publications
1

Publications Powered by BTRIS Reports
« PL
Publications About BTRIS

Extractors
User Status System Status
Status

+ User Status - Identified and Limited Data Set

,mvzra,

{( NIH
#’%’m NMIMII.IIQ&




Access to BTRIS Applications

B"'RIS -

Home User Guides -

Applications

BTRIS - Your ¢

« lddentified R rt o
entried Reports Toals for Clinical Reseat

* Limited Data Set
Reports

* Subject Attribution

« BTRIS

ClinicalTrials.gow

BTRIS

From this point you
can select a BTRIS
application.

We will begin with

subject attribution
and
ClinicalTrials.gov .




Application Links Lead to BTRIS Log-In

File Edt View Favorites Tools  Help

.5 Favorites @SNIH Login User Mame and Passward or PI¥ Card Auth

éTrust

NIH SECURE IDENTITY SOLUTIONS

Insert your PIV card into your smart card reader
before attempting to login.

User Name: .
For assistance, read the instructions for

using smart cards and certificates with NIH Login (PDF. 21 pages. 726 KB).
Password Change Password L

Warning Notice
This is & U.S. Government computer system, which may be accessed and used only for authorized Government business by authorized personnel. Unauthorized access or use of this computer system may subject violators to criminal, civil, and/or administrative action

All information on this computer system may be intercepted, recorded, read, copied, and disclosed by and to authorized personnel for official purposes, including criminal investigations. Such information includes sensitive data encrypted to comply with confidentiality and privacy requirements
Access or use of this computer system by any person, whether authorized or unauthorized, constitutes consent to these terms. There is no right of privacy in this system.

If you need assistance - Please call the NIH IT Service Desk 301-496-4357 (6-HELP); 866-319-4357 (toll-free) or Submit a Help Desk Ticket

B\CIT & (¢

Log-in to BTRIS using your NIH user name and
password or your P1V card and PIN.




Preferences

BTRIS Preferences allow users to complete the
following functions on their own:

 Attribute subjects to a protocol
« File a ClinicalTrials.gov report

« NOTE - the BTRIS team assists users with
adding users based on their research role

 We will attribute a subject to a protocol




Subject Attribution

i BIOMEDICAL [IRANSLATIONAL
B RIS RESEARCH INFORMATION SYSTEM

&£ National Institutes of Health &
Home > Subject Attribution & Designee Assignment

NIH BTRIS BTRIS Preferences

By logaing in, | have agreed to the terms and conditions in the BTRIS Code of Conduct and Disclaimer.

BTRIS Preferences Status

BTRIS Data Access Protocol Title Unverifiad ] Verifiod /| . IRD Role I e
Number . Ceiling Subjects | Designee | to CT.Gov
Not on Protocol

BTRIS-TEST-01 | Btris Internal Test Protocol-01 | 1 7 21 [ 1 PiDesignes | ( Miew ) ( View ) ( View i

* Terminated Pratocol
Resources

Training & User Guides
Presentations

 The main page of Preferences displays the
protocols you may access.

* To attribute subjects select the view button under
the “attribute subjects” column.

BTRIS )




Verification

BTRIS Preferences

By logging in, | have agreed to the terms and conditions inthe BETRIZ Code of Conduct and Disclaimer.

Status . . .
Protocol Title Unverified / Verified /| . 'RD Role e
Number Ceiling Subjects | Designee | to CT.Gov
Not on Protocol

BTRIS-TEST-01 | Btris Internal Test Protocaol-01| 1/ 21 / 1 Pi Designes  ( View ) (_ View ) (_ View )

* Terminated Protocol

Verify Subject Attribution --> BTRIS-TEST-01 - BTRIS Internal Test Protocol-01

| Add Subjects i | Download Subjects i | Save Changes i | Hide 'Not On Protocol’ I

{Please remember to save your selections)
Status
Unverified [ Verified /| gMEN Name DOB Gender Source Initial Consent
Not on Protocol

®/ O/ O 4 Mihcctest, Patient Mis Preadmit | 9/13/1961 Male | BTRIS Preferences 3 (BTRIS-TEST-00..)

Other Active Protocols
For Subject: Total (Protocol #)

Ccnihtest, Patientbl Mis 8M/M1975 | Female | BTRIS Preferences 6 (00-CH-0093
Direct, Mew Outpatient 8/19/19358 | Female | BTRIS Preferences BTRIS-TEST-04

A subject on a protocol has a status of “verified”,
“unverified” or “not on protocol”




Verification Status

» Selecting the middle radio
button changes the subject

Status status to verified.

Unverified / Verified [

Not on Protocol Only subjects with signed
O/ ®1 O consents should be

verified.

©r®/r o Subjects must have a
Cr ®1 O verified status to be
Included In reports.




Access BTRIS Applications

i BIOMEDICAL [IRANSLATIONAL
B RIS RESEARCH INFORMATION SYSTEM

&£ National Institutes of Health &
Home > Subject Attribution & Designee Assignment

NIH BTRIS BTRIS Preferences
v logging in, | have agreed to the terms and conditions in the BTRIS Code of Conduct and Disclaimer.
BTRIS Preferences

Status . . .
BTRIS Data Access Title Unverifiad ] Verifiod /| . IRD Role I e
.......... . Ceiling Subjects | Designee | to CT.Gov
Not on Protocol

BTRIS-TEST-01 | Btris Internal Test Protocol-01| 1 ¢ 21 [ 1 Pi Designee | (Miew ) (_ View ) (_ View )

* Terminated Pratocol
Resources

Training & User Guides
Presentations

We will now move to BTRIS Data Access to run
identified data reports for active protocols.

BTRIS )



Use Data Access for Reports

B?Rls BTRIS Data Access BTRIS_TEST2

CES Home Active Protocol Data NIH Limited Data Set Reports ser Guides References My Folders

Click a report name to open a report
Reports
Name &
Lists
Administrative Reports
Institute & Center (IC) Reports
LID

8] > Alerts
@ » Allergies

S Demooraphics Selecting the “Active

» Diagnosis & Procedure
» Echocardiogram

S5 Pamolony Protocol Data” tab displays

: CBC Panel .
S Hepea the available reports.
» Radiology with Images

» Transfusion

=) vial Signs Reports can be used for
one protocol or multiple
protocols.

BTRIS




Run a Report

BTRIS BTRIS Data Access

|=li'fr Home

Select the IRB
Inclusion Enrollment
report by clicking on

the name of the
report.

7l

B¥RIS 1)



Report Prompt Page

IRB Inclusion Enrollment Report

Flease select one Protocol Mumber first (this selection is mandatory) and all other prompts are optional. When you finish all your selection, please click "Run Report" button
belows to start running the report.

Please Select One Protocol Humber
The number in { ) indicates the verified subjects in the protocel.
Reports will include data on ONLY verified subjects.

You can verify, exclude or add subjects in BTRIS

Preferences

: 09-CiC-1234 -- Mo subjects identified ﬂ

09-CiC-9980 -- Mo subjects identified
09-CiC-9990 -- Mo subjects identified
09-CC-9999 -- Mo subjects identified

-CC-N137 -- Mo subjects identified

(Optional) Please Enter Range for Subject Initial Consent Date

-CH-0039 -- (27 of 40 verified)

-CH-0085 -- All 6 verified
-CH-0180 -- {11 of 12 verified)
-CH-0185 -- All 35 verified

The date filter in the IRB report is derived using the "Initial Consent Date’ of the subject, and if the 'Initial Consent Date’ is not available, the start date of the protocol is used.
The "Initial Consent Date’ can be viewed for subjects in the protocol in the Demographics Report

ne protocol from the list.
peginning and end dates is optional.
ne “Run Report” button.




Cumulative Inclusion Enrollment Report
This report format should NOT be used for data collection from study participants

Is the NIH site responsible for conducting and coordinating the owerall clinical study across multiple study sites (i.e.

L
I R B I n I I n coordinating site}?
[ ves provide the numeric distribution (not percentages) for the total number of participants planned for the

study. Provide separate tables for the following: 1) MIH CC Site, 2) All Other Domestic Sites Combined, and

3) Foreign Sites Combined. For additional guidance, see: pecinib-avtramura-niranst od nim govnmiopics)
INEZIONW mainhem

R e O r t W] Mo complete the table only for the NIH CC site.
Select Site: NIH CC Site

Principal Investigator:
Study Title: BTRIS Intemal Test Protocol-03

Re port Includes et e 27 o Number BTRISTES T3

HIHICC Other Domestic Foreign Total
Sites Sites

Accrual Ceiling

- -
aI I Verlfled __ MNew Subject Since Last CR
27 Aggregate Total Accrued

Ethnic Categories

subjects in the e T e [

Unknown! Unknowni Unknown!
Mot Femals

protocol e e e

Amarican
Indian/ Alaska U 'D D
Malive

*Report is : :

Mallve
Hawallan or
Oiher Paciflic

created in a PDF

Black or
African
Amearizan

format N

More Than
One Race

Unknown or
Mod Reponted

Genaruind by BTRIS o & 71, 2004




Run a Chem 20 Report

BTRIS BTRIS Data Access

B>  Home Active Protocol Data NIH Limited Data Set Reports F r0| N th e

“Active Protocol”
tab select the
Chem 20 Panel
Report.

e To select click
on the name of
the report.

Reports

Name &

0 Lists

(0  Administrative Reports

(0 Institute & Center (IC) Reports
» IRB Inclusion Enrollment

@] Alerts

P Allergies

@]» Clinical Documents - Discrete Values
» Clinical Documents - Full Text
@l» Demographics

» Diagnosis & Procedure

@l» Echocardiogram

@G> EKkG

. 4 Chem 20 Panel

. 4 Laboratory Pivot

@] » Laboratory - Serial Tests
@l» Microbiology

@l» Medication

P Pathology

@l » Radiology with Images
I » Transfusion

@l» vital Signs




Report Prompt Page

Chem 20 Report

. All other prompts are optional. After completing desired

Select "Protocol Number (s)" first (mandato prompts, click "Run Report” to begin running report.

(Optional) Please Click 'Subject List' to Display and Select One or More Subject(s)/MRN(s)

Please select one or more Protocol Number(s)The numberin ()
indicates the verified subjects in the protocol. Reports will include data on

ONLY verified subjects.You can verify, exclude or add subjects in BTRIS Subject List
Preferences

*Select the
*l09-C-1234 - All 13 verified N

09-C-9990 -- The sole subject in the study is ver
09-CC-0135 -- All 36 verified

09-CC-0186 -- (58 of 59 verified)

09-CC-0217 -- (28 of 35 verified)

'09-CC-N202 — All 1561 verified

09-CH-0059 -- (27 of 40 verifiad)

09-CH-0063 -- All 19 verified

09-CH-0085 -- All 6 verified

09-CH-0180 -- (11 of 12 verified)

09-CH-0185 -- All 35 verified

protocol or
protocols to
include in the
report.

eDate ranges can
be used.

*109-C-1234 -- All 13 verified N
09-C-9990 -- The sole subject in the study is ver
09-CC-0135 -- All 36 verified

09-CC-0186 -- (58 of 59 verified)

09-CC-0217 -- (28 of 35 verified]
:09-CC-N202 -- All 1561 verified
09-CH-0059 -- (27 of 40 verified)

09-CH-0063 -- All 19 verified

09-CH-0085 -- All 6 verified

09-CH-0180 -- (11 of 12 verified)

09-CH-0185 -- All 35 verified |

Select all

Select all Deselect

(Optional) Please enter Collected Date range

From: | i
To: | |-

Deselect all

BTRIS




Chem 20 Report

Record Count: 422 HH H | | N | L] | LL| | AA

Protocol MR Subject Mame Initial Order Marme Collected | Sodium - | Potassium | Chloride CO2 - Urea Creatinine
Mumber Consent Date Ma - K =l Bicarbonate | Mitrogen | {mg/dL)
Date (mmol/L) | {mmol/L) | (mmol/L) | (mmaol/L) - BUN
(mag/dL)

4127014  NIHCCTEST, FAMEL Jul B,
FATIEMTBG] 2006
MISS 10:32:00
A
4127614  NIHCCTEST, Creatinine Jul &,
FATIEMNTBG] Clearance 2006
MISS 10:534:00
A
4127614  NIHCCTEST, Chem 20 Panel Jul 20,
FATIENTEG] 2006
MISS 748:00
A
4122264  NIHCCTEST, Chem 20 Panel Feb 7,
PATIEMTEM 2008
MIS 10:22:00
A
4122264  NIHCCTEST, Glucose, WE Oct 13,
PATIEMTEM 2008
MIS 8:19:00
A
3981770 MIHCCTEST, Acute Care Jun 1,
FATIENTBO 2003

MIS 8:51:00
M

«Abnormal results are color-coded.
*Results can be downloaded on to a spreadsheet.




Run a Laboratory Report

BTRIS BTRIS Data Access

Elli' Home Active Protocol Data NIH Limited Data Set Reports

From the
“Active
Protocol” tab
select the
Laboratory
Report.

Reports

Hame &

(3 Lists
(30  Administrative Reports

(0  Institute & Center (IC) Reports

» IRB Inclusion Enrollment

@l Alerts

P Allergies

@l» Clinical Documents - Discrete Values
» Clinical Documents - Full Text

@l» Demographics

» Diagnosis & Procedure

@l» Echocardiogram

@» EKG

D » CBC Panel

dDOatory - Fivo

D P Laboratory - Serial Tests
@ » Microbiology

[@l» Medication

» Pathology

@l » Radiology with Images
» Transfusion

@l » vital Signs




Laboratory Report Prompt Page

Laboratory Report

Select Protocol Number (s) and Report Format first (mandatory). All other prompts are optional. After completi

Please select one or more Protocol Number(s)The number in () indicates the verified (Optional) Please Click 'Subject List' to Display and Sele
subjects in the protocol. Reports will include data on ONLY verified subjects. You can verify,
exclude or add subjects in BTRIS Preferences

Ml BTRIS-TEST-00 — (33 of 35 verified B

BTRIS-TEST-01 -- (21 of 22 verified)

BTRIS-TEST-02 -- (12 of 31 verified)

BTRIS-TEST-03 -- All 32 verified

BTRIS-TEST-04 -- All 20 verified

BTRIS-TEST-05 -- (16 of 17 verified)

Subject List

B . Select the protocol.
HEV Workplace |

Select all Deselect all

*Select the date ranges for
the report — this report will
Include data from January 1,
2012 to the present.

Report Format P 2012 >

* - .
IStandardFormat Jan Feb Mar Apr May Jun

Jul  Aug Sep Oct HMov Dec

(Optional) Please click "Search" tc e

Search 1 2 3 4 5 612
8 9 10 11 12 13 14
(Optional) Please enter Collected L 16 17 18 19202
22 23 24 25 26 27 28
From: | Jan 1, 2012 m- 29 30 31 B-

(Optional) Please enter Range for Numeric Values

From: | To: |

(Optional) Please enter the number of days relative to subject Initial Consent Date




Laboratory Report Prompt Page

Laboratory Report

. All other prompts are optional, After completing desired prompts, click "R

Please select one or more Protocol Number(s)The number in () indicates the verified  (Optional) Please Click 'Subject List' to Display and Select One or
subjects in the protocol, Reports will include data on OMLY verified subjects, You can verify,
exclude or add subjects in BTRIS Preferences

Select Protocol Number (5) and Report Format first (mandator

Subject List

S-TEST-00 -- | ified)
BTRIS -TEST-01 - (21 of 22 venﬂed)
BTRIS-TEST-02 -- (12 of 31 verified)
BTRIS-TEST-04 — All 20 verified
CGED
CGED — KM
CGED/Jobs - C5
monoMAC
Test with spaces _
Test-Listz2 -

eSearch for specific
laboratory test results.

Select all Deselect all

Report Format
* | standard Format

(Optional) Please click "Search;

Search

(Optional) Please enter Collected Date range

From: | Jan 1, 2012 m- o | iiihe

(Optional) Please enter Range for Numeric Yalues

From: | To |

(Optional) Please enter the number of days relative to subject Initial Consent Date



Searching the Dictionary

Research Entities Dictionary

magnesium| Search

Search Type: ’Nthese keywards ;l

«Search for test names (entered
“magnesium” here).

*Select desired tests (displayed
In the list below).

Click “Return to Report” when all
desired tests are selected.

Search results retrieved: 131

B Magnesium Test

- @ Total Magnesium Intravascul ar

. @ Magnesium Urine Test

- @ lonized Magnesium Intravascla

. B Magnesium Cerebrospinal Fifd

i Mineral Four-Component (Calcim,

= Magnesium Panel
# Magnesium Intravasular el
& Magnesium Urine Pane

# Magnesium Cerebrospjffal Fluid

| << rrev | I vexT == ]

i Selections
Magnesium Urine Test

lonized Magnesium Intravascular Test

Return to Report




Laboratory Report Prompt Page

Laboratory Report

. All other prompts are optional . After completing desired pro

Select Protocol Number (5) and Repaort Format first (mandator

Cancel Run Report

Please select one or more Protocol Number(s)The number in [ ) indicates the verified (Optional) Please ClickgBubject List' to Display and Sele
subjects in the protocol. Reports will include data on ORLY verified subijects, You can verify,
exclude or add subjects in BTRIS Preferences

*

AGH [ |
BTRIS-TEST-00 —- f 3 d)
BTRIS-TEST-01 —- (21 of 22 verified)
BTRIS-TEST-02 —- (12 of 31 verified)
BTRIS-TEST-04 - All 20 verified

CED

CED — KM

CGED/Jobs - C5

monofAC

Test with spaces _
Test-List2 -

Subject List

efest names are now
iIncluded on the prompt
page.

Click “Run Report”.

Select all Deselect all

Report Format
* | Standard Format =

(Optional) Please click "Search" to find and sel

Search

Reésrre

P Selections

Magnesium Urine Test

Ionized Magnesium Intravascular Test

(Optional) Please enter Collected Date range

From: | Jan 1, 2012 |- o | m|-

(Optional) Please enter PRange for Numeric Values



BTRIS | Close

Re-Prompt

My Selection(s):

Laboratory Report

Laboratory Report

(= Save Report+

Protocol(s):

BTRIS-TEST-01 — (21 of 22 verified)

Lab(s):

Magnesium Urine Test, Ionized Magnesium Intravascular Test

Collected Date Range:

From: All Dates To: Current Date

Days Range relative to Subject Initial
Consent Date:

From: All Days To. All Days

Walue Range:

From: All values To: All WValues

Report Format

*| Standard Format

Subject Count: 2
Record Count: 14

[ |

*This iIs the Lab Test Results

Protocol RN Subject Mame Order Name Collected Date Time RLcervation Name
Number eport
L}
BTRIS- 4122306 MIHCCTEST, Chern 2, W8, Oct 13, 2006 11:12:00 Ionized
TEST-01 PATIENTEI OPD Wenous, OR Al Magnesium, e, M " .
s *Note that this report is in
BTRIS- 4224188 TEST, PATIENT IMagnesiurm, Urine Sep 7, 2008 11:07:00 &M Magnesium, Urine
TEST-01 LAB INPATIENT
BTRIS- 4224188 TEST, PATIENT Magnesium, oOct 14, 2008 3:21:00 PM - Magnesium, (14 17
TEST-01 LAB INPATIENT Random Urine Random Urine S al I ar O r I I l a .
BTRIS- 4224188 TEST, PATIENT Magresium, Timed  Oct 14, 2008 3:24:00 PM | Magnesium, Urine
TEST-O01 LaB INPATIENT Lrine
BTRIS- 4224188 TEST, PATIENT Magnesium, Timed  COct 14, 2008 3:24:00 PM  Magnesium 3.00-4.25 CC-Labs
TEST-O01 LaB INPATIENT Lrine Excretion
BTRIS- 4224188 TEST, PATIENT Chem 2, W8, Feb 4, 2010 10:25:00 &M | Ionized 0.60 mmal /L 0.44-0.60 CC-Labs
TEST-O01 LaB INPATIENT Arterial, OR Magnesium,\We, Art
BTRIS- 4224188 TEST, PATIENT Ionized Sep 18, 2010 2:42:00 PM  Ionized 0.65 mmal /L CC-Labs
TEST-O1 LaB INPATIENT IMagnesium,\We, Magresium, e,
Wen Wen
BTRIS- 4224188 TEST, PATIENT IMagnesium, Timed  Sep 18, 2010 3:01:00 PM  Magnesium, Urine 1.80 rarnal L CC-Labs
TEST-01 LAB INPATIENT Urine
BTRIS- 4224188 TEST, PATIENT Magnesium, Timed  Sep 18, 2010 3:01:00 PM  Magnesiurm 3.60 mimalf24h 3.00-4.25 CC-Labs
TEST-01 LAB INPATIENT Urine Excretion
BTRIS- 4224188 TEST, PATIENT Chern 2, \WE, Sep 8, 2011 7:32:00 &M | Ionized 0.50 rarnol L 0.44-0.60 CC-Labs
TEST-01 LAB INPATIENT Yenous, OR Magnesium,\We,
Yen
BTRIS- 4224128 TEST, PATIEMT Chem 2, We, Sep 8, 2011 7:32:00 &M | Ionized see below Cannotbe  mrmol L 0.44-0.60 CC-Labs
TEST-01 LAR INPATIENT Arterial, OR Maghesium, We, Art calculated.




Laboratory Report Format

() savereport~ | (O | BB v | [@] ~ |

BTRIS Close Re-FPrompt

Laboratory Report

My Selection(s):

Protocol(s): BTRIS-TEST-01 -- (21 of 22 verified)

Lab(s): Magnesium Urine Test, lonized Magnesium Infravascular Test
Collected Date Range: From: All Dates To: Current Date

Days Range relative to Subject Initial ) )
Congent Date: From: All Days To: All Days

Yalue Range: From: All Walues To: All Values

Report Format
* | Crosstab Format (Numeric Values by Day) |

The output displaved includes only true numeric values, Values sU = -, 1-5 will not be i

*You can select other

Subject Name, MRN, Collected Date Time Ionized Magnesium,We, Yen  Magnesium, agnesi
MIHCCTEST, PATIEMTEIL CPD 4122306 2005-10-13 0,77 - 11 1
TEST, PATIEMT LAB INPATIENT 4224188 2008-03-07 & fo r m ats y I I ke C rO S Sta b S
TEST, PATIENT LAB INPATIEMT = 4224188 2008-10-14 5
TEST, PATIEMT LAB INPATIEMT 4224188  2010-02-04 h th t f
TEST, PATIEMT LAB INPATIEMT = 4224188 2010-09-18 0.65 1.8 C a n g e e re p O r rO m rOWS
TEST, PATIEMT LAB INPATIEMT 4224188 2011-09-08 0.5
TEST, PATIENT LA&B INPATIEMT = 4224188 2011-11-04 0.6

to columns.

wicr, g,

NIH

é Nallondlnsﬂh.lhe
Generated by BTRIS o Jul 20, 2012 1 4:02:03 PM




Downloading Laboratory Results

BTRIS Close Re-FPrompt

Laboratory Report

E\ﬁew in Excel 2007 Forrmat

My Selection(s):
Protocol(s): BTRIS-TEST-01 -- (21 of 22 verified) | Wiew in Exrel 2002 Formmat
Lab(s): Magresium Urine Test, Tonized Magresium Intravascular Test =] view in CSY Format

[3 Save Report v

O B e

Collected Date Range:

From: All Dates To: Current Date

Congsent Date:

Days Range relative to Subject Initial

From: All Days To: All Days

Yalue Range:

From: All Walues To: All Values

Report Format

* | Crosstab Format (Numeric Values by Day) |

The output displaved includes only true numeric values. Values such as <, =, -, 1-5 will not be i

Subject Name, MRN, Collected Date Time Ionized Magnesium,We, Yen  Magnesium, Urine | Magnesi

MIHCCTEST, PATIEMTRI OPD

TEST, PATIEMT LAR INPATIENT
TEST, PATIEMT LAR INPATIENT
TEST, PATIEMT LAR INPATIENT
TEST, PATIEMT LAR INPATIENT
TEST, PATIENT LAR INFATIENT
TEST, PATIEMT LAR INPATIENT

4122306
4224188
4224188
4224188
4224188
4224188
4224188

2006-10-13 077

2008-09-07 5}
2008-10-14 3
2010-02-04

2010-09-18 0.65 18
2011-09-08 0.3

2011-11-04 0.6

Generated by BTRIS o Jul 20, 2012 1

Use the pull-down menu to
select a format for

downloading results to your
computer

wicr, g,

NIH
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=

Laboratory Report
My Selection{s):

- - s Laboratoryxlsx [Read-Only] - Microsoft Excel
Home Insert Page Layout Farmulas Cata Review i e
B e o = ! 4 | =2 e FEH | X Autos
j & cu Tahoma Sl A = = Wirap Text General - ﬂ ﬂ#ﬂ ':“ﬂ‘ ilm é‘ [ Hheou
- 23 Copy ~ = — : #] Fill -
Paste - - A == e - - B <0 .00 | Cgnditional Format Cell Insert Delete Format
- Format Painter B S-4A = = & Merge & Center $ h | S 5o Formatting = as Table « Styles = = = = o2 Clear =
Clipboard [ Font [ Alignment P Murnber P Shyles Cells
L35 - Je
& B i ] b 3 [ H I ]

Protocol{s): BTRIS-TEST-01 -- (21 of 22 verified)

Labisy: Magnesium Uring Test, Ionized Magnesium Intravascular Test

Collected Date Range: From: All Dates To: Current Date

Days Range relative to Subject Initial  Consent Date: From: All Days To:all Days

‘alue Range: From: all Yalues To:All Yalues

Lm e n N R T ) R S T )

15
19
20
21
22
23
24
25
26
27
28
29
30
31
32
25
34

[3= ]

Report Format
The output displayved includes only true numeric values, Yalues such as <, =, -, 1-5 will not be included in the result,

Subject Name, MRN, Collected Date Time Ionized Magnesiurn,WE, Yen Magnesium, Urine Magnesium Excretion  Magnesium, Random Urine  Ionized Magnesium,\WE, Ark

MIHCCTEST, PATIENTBI OPD ‘3122306 | 2006-10-13 0.77

TEST, PATIENT LAE INPATIEMT 3224188  2008-09-07 6

TEST, PATIENT LAE INPATIEMT 3224188  2008-10-14 ] 9.32 a
TEST, PATIENT LAE INPATIEMT 3224188  2010-02-04

TEST, PATIENT LAE INPATIEMT 3224188  2010-09-18 0.65 1.8 3.6

TEST, PATIENT LAE INPATIEMT 3224188  2011-09-08 0.5

TEST, PATIENT LAE INPATIEMT 3224188  2011-11-04 0.6

Generated by BTRIS on Jul 20, 2012 1

Here are the

results downloaded
Into Excel
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Run a Medication Report

BTRIS BTRIS Data Access

o Home Active Protocol Data

Reports

Hame &

0 Lists

(0 Administrative Reports

(0  Institute & Center (IC) Reports
E» IRB Inclusion Enroliment

@] > Alerts

» Allergies

@]» cClinical Documents - Discrete Values
» Clinical Documents - Full Text
@l» Demographics

» Diagnosis & Procedure

@l » Echocardiogram

> EKG

l» CBC Panel

» Chem 20 Panel

@l» Laboratory

» Laboratory - Pivot

@] » Laboratory - Serial Tests

o[ Microbiology

@l » Medijgation

OLAR:E; K gy

o) W with Images
@) Tr

@Bl» vita

NIH Limited Data Set Reports

From the

“Active Protocol”

tab select the
Medication
Report

v

NIH

Naﬂond Insﬂll.llae



Medication Report Prompt Page

Medication Report
Select "Protocol Number (5" first (mandatory), All other prompts are optional. After completing desired prompts, click "Rum Report" to begin rurning report,

CURRENT MEDICATIONS - To search for medications from September 2004 to present, use specific medication names / classes to conduct a search.

HISTORIC MEDICATIONS - Historic medications from MIS are in BTRIS but not yet categorized or coded. To search for medications (ordered) prior to
August 2004, enter the term "MIS" into the RED search. Then select the term ™IS Pharmaceutical Item’. The query will return all MIS medications for each
subject. After downloading the report, filter for the specific meds needed.

Cancel Run Report

Please Select One or More Protocol Number(s)The number in () (Optional) Please Click 'Subject List' to Display and Select One or More
indicates the verified subjects in the protocol. Reports will include data on Subject(s)/MRN(s)
CrLY verified subjects. You can verify, exclude or add subjects in BTRIS
Preferences

"l acH

]
simiaiiis €—| Select the protocol.
e Select “Search” to look for
medication terms in the
dictionary.

Subject List

CG0/Jobs - CS

monoAC

Test with spaces _
Test-List2 -

Select all Deselect all

Report Output Using Lifelines

* | Medlication Orders

(Optional) Please click "Seard ind and select Medications

Search

(Optional) Please Select a Date Range for the Medication Orders or Medication Orders (Detail)

From: | g T | ®|-
(Optional) Please Select a Date Range for the Medication Administration
From: | B To | m|-

(Optional) Please enter the number of days relative to subject Initial Consent Date
Start: | End: |




Searching the Dictionary

Research Entities Dictionary

= Gentamicin Preparaticn
?l Gentamicin Pure Preparation
® Gertamicin Injectable Preparation
| Gentamicin Preparation Uspecified
# Gentamicin Ophthalmic Preparation
® Gertamicin Topical Preparation
. @ Gentamicin Pediatric Preparation
| B Gentamicin Oral Preparation
& Gentamicin Aeroscl Preparation
= Gentamicin Combination Preparation
& Gentamicingvancomycin Combination

| << prev | RN | vexT = |

Remove i
o Selections

Gentamicin Preparation

«Search for medication
names (entered
“‘gentamicin” here).

*Select desired medication
class (displayed in the list
below).

Click “Return to Report”
when all desired tests
selected.




Medication Report Prompt Page

Medication Report
Select "Protocol Mumber ()" first (mandatory). All other prompts are optional. After completing desired prompts, click "Run Report" to begin running report.,

CURRENT MEDICATIONS - To search for medications from September 2004 to present, use specific medication names / classes to conduct a search.
HISTORIC MEDICATIONS - Historic medications from MIS are in BTRIS but not yet categorized or coded. To search for medications (ordered) prior to

August 2004, enter the term “MIS” into the RED search. Then select the term ™IS Pharmaceutical Item’. The query will return all MIS medications for each
subject. After downloading the report, filter for the specific meds needed.

_ Cancel I Run Repun

Please Select One or More Protocol Number(s)The number in () (Optional) Please Click
indicates the verified subjects in the protocol. Reports will include data on Subject(s)/MRN(s)
ONLY wverified subjects . You can verify, exclude or add subjects in BTRIS
Preferences

| acH [-]

ject List' to Display and Select One or More

Subject List

BTRIS-TEST-01 — rified)
BTRIS-TEST-02 - (12 of 31 verified)
BTRIS-TEST-04 - All 20 verified

CED

CGED — KM

CED/dobs - C5

monofAC

Test with spaces | |
Test-List2 M

Medication hame now
iIncluded on the prompt
page.

Click “Run Report”.

Select all Deselect all

Report Qutput Using Lifelines
* | Medication Orders |

(Optional) Please click "Search" to find and selec

Search

Rerive:
All

E entamicin Preparation|

Selections

(Optional) Please Select a Date Range for the Medication Orders or Medication Orders (Detail)
From: | |- To | B
(Optional) Please Select a Date Range for the Medication Administration

From: | @~ o | |-




BTR'S Close Re-Prompt

My Selection(s):

Medication Report

Medication Report

(Fcavereport~ | O | B | @]~ |

Protocol(s) selected:

BTRIS-TEST-01 - (21 of 22 verified)

Medication Class(es) selected:

Gentamicin Preparation

Crder Date Range selected;

From; All Dates To:  Current Drate

Administration Date Range selected: From: All Dates To:  Current Drate
Mumber of Dayvs Range selected: From: All Davs To: Al Days

Report Output
* | Medlication Orders =l

Subject Count: 2
Record Count: &

Medication results

Protocol Mumber | MRM | Subject Narne Medication Name Order 1D Order Date / Start Date | Initial Consent Date | Data Source |
BTRIS-TEST-01 3981770 NIHCCTEST, PATIENTBO MIS  Genftamicin Infusion = 001NMN369 CC-CRIS
BTRIS-TEST-01 3981770 MNIHCCTEST, PATIENTBO MIS  Gentamicin Infusion  001INGDOF7  Dec 1, 2005 3:00:00 PM CC-CRIS
BTRIS-TEST-01 3981770 NIHCCTEST, PATIENTBO MIS  Gentamicin Infusion  00INMNZSO  Dec 23, 2005 10:00:00 AM CC-CRIS
BTRIS-TEST-01 3981770 WNIHCCTEST, PATIENTBO MIS = Gentamicin Infusion  O01NMMZSS  Dec 24, 2005 11:00:00 &AM CC-CRIS
BTRIS-TEST-01 | 3981770 NIHCCTEST, PATIENTBO MIS | Gentamicin Infusion = 001PNN1S3  Mar 21, 2006 4:42:43 PM CC-CRIS
BTRIS-TEST-01 3623816 TEST, PATIENT GE DRD Gentamicin Infusion = 001500040 | Aug 27, 2004 2:21:00 PM CC-CRIS

NiHg

National Institutes
of Health

,
* Stahus = Performed C
Generated by BTRIS on Jul 20, 2012 1 4:54:16 PM Clinical Center




Run a Radiology Report

BTRIS BTRIS Data Access

o> Home Active Protocol Data

Reports

Name &

0 Lists

(0  Administrative Reports

(0 Institute & Center (IC) Reports
E P IRB Inclusion Enrollment

@] Alerts

P Allergies

@]» Clinical Documents - Discrete Values
» Clinical Documents - Full Text
@l » Demographics

» Diagnosis & Procedure

@l» Echocardiogram

> EKG

@]» CBC Panel

» Chem 20 Panel

@l» Laboratory

» Laboratory - Pivot

@] » Laboratory - Serial Tests

» Microbiology

E| » Medication

R.Eldiolc:g\,pr with Images

NIH Limited Data Set Reports

From the

“Active Protocol”

tab select the
Radiology with
Images report

v

NIH

Naﬂond Insﬂll.llae



Radiology Report Prompt Page

Radiology with Images Report

Select required prompts: Protocol Number and Report Format first, Al otter prompts are optional . After completing desired prompts, click "Run Report” to begin running report,

Cancel Run Report

Please select one or more Protocol Number(s)The number in
() indicates the verified subjects in the protocol . Reports will
include data on ONLY verified subjects.

You can verify, exclude or add subjects in BTRIS Preferences

1) Please Click 'Subject List' to Display and Select One or More

*08-H-0108 - (268 of 260 verified) =+ |
09-CCN202 — All 1561 verified
93-1-0119 -- (1435 of 1479 verified)
AGH

BTRIS-TEST-00 _ fied
BTRISTEST02 — (12 of 31 verified) M

BTRIS-TEST-04 -- All 20 verified —

CEh
CE0 — KM
CE0 obs - CS =] R
Select all Deselect all . u n th e re p O rt L]
Report Format Using Lifelines
*| Standard Format =l

(Optional) Please click "Search" to find and select Radiology Tests

Search

(Optional) Please Select a Date Range for the Radiology Tests

From: | |-
Tor | |-

(Optional) Please enter the number of days relative to subject Initial Consent Date




BTRIS Close Re-Prompt

My Selection(s):

Radiology Report

Radiology with Images Report

[_‘, a\teReDrv=0 !' E':

Protocol(s):

BTRIS-TEST-01 —- (21 of 22 verified)

Radiology Test(s):

All Radiology Tests

Test Date Range:

From: All Dates To: Current Date

Days Range relative to Subject Initial
IConsent Date:

Start: All Days End: All Days

Report Text Walue

Mo search text values entered

Report Format

*| standard Format

Subject Count: 7
Record Count: 425

Radiology results report.

Protocol
Murmber

MRN Subject MName

Result Date

Test Mame

BTRIS-
TEST-01

4026209 CCMNIHTEST,
PATIEMTEL MIS

BTRIS-
TEST-01

4026809 CCMIHTEST,
PATIEMTEL MIS

nTRTe AREAnn | SER T T T

Mow 17, 2003
8:47:39 AM

Sep 2, 2005
10:54:01 AM

e O AOAE

CT Chest

¥ Chest - Single Yiew

(X N ——s

Exam:

CT Chest

Feport:

10-19-05 test from
test tset test 10-19)

* Click on hyperlinks to get
Images.

tset tesfir morf 24esrsdda 42.57747.4

test frorm ORMI computer using 245,74 address
update from 20600 suite lan drop360 test test
update test from nmdpet 97,98 - rebuilt PC
This is & test from the new mcrm remote access computer - RW
Dictated By: Radiologist, Test

Signed By: Test Radiologist

Signed Date: 11717 /2005 08:47

Transcribed By: Sanford, David C

Transcribed Date: 09,/09/2005 19:59

Mare Info: 2035993703

Exarm Date: D¥0515532 F

9/2/05

Accession #:
D%-05-15532

Exarm:

O Chest - Single Yiew
Feport:
I5jdfl;kjaskfiowoiwlanaskdiflkjasifisdal
Dictated By: Chovke, Peter L. M.D.
Signed By: Peter L. Chayke, M.D.
Signed Date: 09/02/2005 10:54
Transcribed By: Sanford, David C
Transcribed Date: 09,/02/2005 10:53
More Info: 2038971268

CC-Radiology

SERVICES, ,

[T I, P S, BACAE A AT -
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Radiology Image Viewer

B3 RemotEye

% Print J& Settings... «» Help @ About...

| ™ Radiology images can be
e ~ 7] viewed and downloaded.

FNTLQ W

s - = 8 4V1-8 =72 Img Dmeiﬁ
LONG sPU - — =GRS 130mm Img Time
Abdomen

Compound 5ot

Zoom: 55.4% ' -2
. 8548 517 0/4/3
b 2 - < Gainz 748 as2

-5 Bl or o b= o1 ogr evs

Ref Phys: RABEL, ANTOINETTE C
St: US Abdomen

Se:

W: 256, L: 128 Text 182 Delele Word Home Sel Home

Dist = 9.94cm

»
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Many Other Reports

BTRIS BTRIS Data Access

@, Home Active Protocol Data NIH Limited Data Set Reports

Reports

Hame &

Lists

Administrative Reports W h ) I I
Institute & Center (IC) Reports e O pe yO U
IRB Inclusion Enroliment I
Alerts h I I
R try them all!
Clinical Documents - Discrete Values

Clinical Documents - Full Text

Demographics

Diagnosis & Procedure

Echocardiogram

EKG

CBC Panel

Chem 20 Panel

Laboratory

Laboratory - Pivot

Laboratory - Serial Tests

Microbiology

Medication

Pathology
Radiology with Images s

Transfusion g C NIH
Vital Signs S SR




More Information

BTRIS Web Site: http://btris.nih.gov

Jim Cimino: ciminoj@cc.nih.gov
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